IBUPROFEN:- ibuprofen capsule, liquid filled
PuraCap Pharmaceutical LL.C

Ibuprofen Capsules (Liquid Filled), 200 mg

Active ingredient (in each capsule)

Solubilized ibuprofen equal to 200 mg ibuprofen (NSAID)** (present as the free acid and potassium
salt)
**nonsteroidal anti-inflammatory drug

Purpose

Painreliever/Fever reducer

Uses

e temporarily relieves minor aches and pains due to:
o headache

toothache

backache

menstrual cramps

the common cold

muscular aches
o minor pain of arthritis

e temporarily reduces fever

O O O O o

Warnings
Allergy alert:

Ibuprofen may cause a severe allergic reaction, especially in people allergic to aspirin. Symptoms may
include:

® hives

facial swelling
asthma (wheezing)
shock

skin reddening
rash

blisters

If an allergic reaction occurs, stop use and seek medical help right away.
Stomach bleeding warning:
This product contains an NSAID, which may cause severe stomach bleeding.

The chance is higher if you

e are age 60 or older

¢ have had stomach ulcers or bleeding problems

¢ take a blood thinning (anticoagulant) or steroid drug

e take other drugs containing prescription or nonprescription NSAIDs [aspirin, ibuprofen, naproxen,
or others]



¢ have 3 or more alcoholic drinks every day while using this product
e take more or for a longer time than directed

Heart attack and stroke warning
NSAIDs, except aspirin, increase the risk of heart attack, heart failure, and stroke. These can be fatal.
The risk is higher if you use more than directed or for longer than directed.
Do notuse
¢ if you have ever had an allergic reaction to any other painreliever/fever reducer

e right before or after heart surgery

Ask a doctor before use if

stomach bleeding warning applies to you

you have problems or serious side effects from taking painrelievers or fever reducers
you have a history of stomach problems, such as heartburn

you are taking a diuretic

Ask a doctor or pharmacist before use if you are
¢ under a doctor's care for any serious conditon
e taking aspirin for heart attack or stroke, because ibuprofen may decrease this benefit of aspirin
¢ taking any other drug

When using this product
¢ take with food or milk if stomach upset occurs

Stop use and ask a doctor if
¢ you experience any of the following signs of stomach bleeding:
o feel faint
o vomit blood
o have bloody or black stools
o have stomach pain that does not get better
¢ you have symptoms of heart problems or stroke:
o chest pain
© trouble breathing
o weakness in one part or side of body
o slurred speech
o leg swelling
pain gets worse or lasts more than 10 days
fever gets worse or lasts more than 3 days
redness or swelling is present in the painful area
any new symptoms appear

If pregnant or breast-feeding, ask a health professional before use. It is especially important not to
use ibuprofen during the last 3 months of pregnancy unless definitely directed to do so by a doctor
because it may cause problems in the unborn child or complications during delivery.

Keep out of reach of children. In case of overdose, get medical help or contact a Poison Control
Center right away.

Directions

you have high blood pressure, heart disease, liver cirrhosis, kidney disease, asthma, or had a stroke



do not take more than directed

the smallest effective dose should be used

adults and children 12 years and over: take 1 capsule every 4 to 6 hours while symptoms persist
if pain or fever does not respond to 1 capsule, 2 capsules may be used

do not exceed 6 capsules in 24 hours, unless directed by a doctor

children under 12 years: ask a doctor

Other information

each capsule contains: potassium 20 mg

read all warnings and directions before use. Keep carton.
store at 20°-25°C (68°-77°F)

avoid excessive heat above 40°C (104°F)

Inactive ingredients

FD&C green #3, gelatin, medium-chain triglycerides, polyethylene glycol, potassium hydroxide,
purified water, sorbitol sorbitan solution, and white ink

Questions or commonts ?
Call toll free: 1-855-215-8180

PRINCIPAL DISPLAY PANEL
Ibuprofen Capsules, 200 mg

Pain Reliever/Fever Reducer (NSAID)
20 Liquid Filled Capsules

NDC 51013-103-15

NDC 51013-103-15

Ibuprofen

Solubilized Ibuprofen
Capsules, 200 mg

Made in China
1BU0101

roken or missiag.

raches and pains

Liquid Filled Softgels

Pain Reliever/
Fever Reducer [NSAID)

Drug Facts {continued under label)

Distributed by: PuraCap Phamaceutical LLC

READ AND KEEP CARTON FOR COMPLETE
WARNINGS AND INFORMATION
20 Kingsbridge Road

Do Not Use if seal under boltle “‘ii imprinted with

“SEALED for YOUR PROTECTION" is
Uses wiemporaril relieves mino

2020 .. (PuraVation

under adoctor's care for a serious condiion, age 60 or
over, taking any other drug or have stomach problems

 This product may cause a severe allergic reaction

especially in people allergc 1o aspirin, Symploms
may include: hives, facial sweling, asthma (wheezing),

shock, skin reddening, rash, blisters. If an allergic
reaction occurs, stop useand seek medical help

right away.

# Do notuse this product if you have ever had an alergic

reactionto any pain reliever/fever reducer.

cramps, the common cold, backache, toothache,
minor pain of arthritis. memporarily reduces fever

Warnings
m Siomach bleeding waming: This produd contains

anonsteroidal anti-infammatory drug (NSAID), which

o Ask your doctor before use if you are pregnar,
may cause severe stomach bieeding.

due o headache, muscular aches, menstrual
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PRINCIPAL DISPLAY PANEL

Ibuprofen Capsules, 200 mg

Pain Reliever/Fever Reducer (NSAID)

120 Liquid Filled Capsules

NDC 51013-103-39
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PRINCIPAL DISPLAY PANEL

Ibuprofen Capsules, 200 mg

Pain Reliever/Fever Reducer (NSAID)

120 Liquid Filled Capsules

NDC 51013-103-63
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Ibuprofen
Ibuprofen Capsules,

200 mg
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Drug Facts (confinued)

m have had stomach ulcers or blzeding problems

W take a blood thiming (amicoagulart] or steroid drug

W take other drugs cortaining prescription or nonpres cription NSAIDs
[aspirin, ibuprofen, naproxen, or others|

W have 3 or mom akoholic drinks every day while using this product

W take more or for a konger time than directad

Heart attack and stroke waming: NSADS, except aspirin, increase the

risk ofheart attack, heart failure, and stroke, These canbe fital, The

risk is higher if you use mare than directed or for|onger than directed,

Donot use mityou have everhad anallemic reaction to any other pain
relie r'fever mducer M right befom or atier heart surgery

Ask a dociorbefore use if m stomach bleeding warning applies to you
m you have problems or serious side effects from faking pain relievers
or feverreducers M youhawe a history of stormach problems, such as
heartburn W you hawe high blood pressure, heart disease, liver dirhasis,
kidney disease, asthma, or had astmle myou are taking a div etic

Ask a docior orphamacist before use if you are m under a doctor's
care forany seious condition  mtaking aspirin for heart attack or
stroke, because ibuprofen may decrease this benefit of aspirin

W taking any other drug

When using this product mtake with foad or milk if stomach upset oocurs

Stop use and ask a doctor if
o eperience any ofthe falowing signs of tamach bleeding:
m fel Bt mvomit blood  mhave bloody or black stoals
m have stomach pain that does nat g & better [

=
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Solubilizad ibuprafen equa o

Ibuprofen

Ibuprofen Capsules, 200 mg
Liquid Filled Sofigels
Pain Reliever/Fever Reducer (NSAID)

10 SOFTGELS' 'wLiquid Fitked capsutes

Fever mducer

\presant as the free ack and patassium sak)
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Compare o the active Ingredient! =
of Advil® Liqui-Gels®*| |

I ad all warnings and dictions belom use, Keepcarion,

W slor al 27250 (65-TTF)
FD&C graen £, gelatin, medim-hain trighcendes

W avoid eocessive beal above 40T (104'F
| [ petyethylene lycal, potassium fdroxide, purfed water,

Drug Facts (continued)
Inactive ingredients

\ B sorbitol sortetan solufon and white ink
l 'Iﬂﬂeﬁr’msmm.?cal ol e 1-55-215-6160

Drug Facts (continued)

Wyou have sympioms of heart problems or stroke:
Wchestpain Wtouble breathing — Wkqswelling
mweakness inone part or side of body mslumed speech
m pain qets worse or lagts more than 10 days
m fever gets worse or lasts mare than 3 days
m redness or swelling is present in the painful area
W Ny new symptoms appear
f pregnant or breast-feeding, ask a health professional before use.
tt is especially important not to use ibupmofen during the last 3
months of pregnancy unless definitely directedto do sa by a doctor
because it may cause problems inthe unborn child or complications
during delivery.

Keep out of reach of children. In case of overdoge, get medical help
or contact a Poison Control Certer right away

W donot take more than dire cted

mthe smallest effective dose should be used

madults and chikien 12 vears and over: take 1 capsule every 4 D &
hours while symptoms persist

m it pain or fever does not respond to 1 capsule, 2 capsules may beusead

mdont exceed 6 capsules in 24 hours, unless directed by a doctor

m children under 12 years: ask a doctor

Other information
W each capsule contains: potassium 20 mg

IBUPROFEN




ibuprofen capsule, liquid filled

Product Information
Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration ORAL

Active Ingredient/Active Moiety

NDC:51013-103

Ingredient Name Basis of Strength Strength

IBUPROFEN (UNII: WK2XYI10 QM) (IBUPROFEN - UNIEWK2XYI10 QM) IBUPROFEN

Inactive Ingredients

Ingredient Name
FD&C GREEN NO. 3 (UNI: 3P30NR601S)
GELATIN (UNI: 2G86QN327L)
MEDIUM-CHAIN TRIGLYCERIDES (UNI: C9H2L21V7U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNI: 3WJQOSDW1A)
PO TASSIUM HYDRO XIDE (UNIE: WZH3C48 M4T)
SORBITAN (UNIE: 6092ICVIRU)
SORBITOL (UNIL: 506 T60A25R)
WATER (UNI: 059 QFOKOOR)

Product Characteristics

Color green (Clear) Score
Shape CAPSULE (Oblong) Size
Flavor Imprint Code
Contains
Packaging
# Item Code Package Description AL S
Date
1 11\15Dc:510 13-103- 44 1 CARTON 10/12/2016
1 20 in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
Product
2 ZN;DC:SH) 13-103- 4§, 1 CARTON 10/12/2016
2 40 in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
Product
3 ZNéDC:Sw 13-103- 4§, 1 CARTON 10/12/2016
3 80 in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
Product
4 NDC:51013-103- 120 in 1 BOTTLE, PLASTIC; Type 0: Nota Combination 10/12/2016
39 Product
5 NDC:51013-103- 45 4 cARTON 10/12/2016

28

200 mg

Strength

no score
18 mm

PC16

Marketing End
Date



NDC:51013-10 3-
29

NDC:51013-103-
38

NDC:51013-103-
31

NDC:51013-10 3-
22

10 NDC:51013-103-
41

11 NDC:51013-103-
42

NDC:51013-10 3-
12 63

12

160 in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
Product

180 in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
Product

200 in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
Product

300 in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
Product

60 in 1 BOTTLE; Type 0: Not a Combination Product

400 in 1 BOTTLE; Type 0: Not a Combination Product

800 in 1 BOTTLE; Type 0: Nota Combination Product

1in 1 CARTON

10 in 1 BOTTLE; Type 0: Not a Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation

ANDA

ANDA206568

Labeler - puracap Pharmaceutical LLC (962106329)

Establishment

Humanwell PuraCap Pharmaceutical (Wuhan) Co., Ltd.

Revised: 12/2019

Name Address ID/FEI

10/12/2016

10/12/2016

10/12/2016

05/16/2017

05/16/2017

05/16/2017

08/17/2017

Marketing Start Date  Marketing End Date
10/12/2016

Business Operations
421293287 manufacture(51013-103), analysis(51013-103)

PuraCap Pharmaceutical LLC
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